
 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

 


	Nominations to ICCVAM


	Nomination of an In Vitro Pyrogen Test Method for Assessing Non-Endotoxin Pyrogens

Richard McFarland, M.D., Ph.D., 
CBER, FDA
ICCVAM Pyrogenicity Working Group Chair


	NICEATM-ICCVAM Peer Review Panel Meeting

	2011 Nomination from Biotest AG:
Monocyte Activation Test (MAT)-Cryopreserved
MAT is one of the methods previously reviewed by ICCVAM
Based on quantifying interleukin (IL)-1b release from cryopreserved human blood cells
Nominated for coordination of an independent validation study to evaluate the MAT for its ability to detect non-endotoxin pyrogens
Proposed validation study would involve the analysis of samples spiked with endotoxin and non-endotoxin pyrogens
Lipoteichoic acid (LTA) is proposed as the non-endotoxin standard; crude preparations from Gram-positive bacteria will also be considered
Directly addresses ICCVAM’s previous recommendations



	Questions for SACATM
With regard to the nomination of Biotest’s Monocyte-Activation Test for detection of non-endotoxin pyrogen contamination in pharmaceutical products, medical devices, and other samples as an alternative to further replace the rabbit pyrogen test, please comment on the proposed ICCVAM priority and activities. Do you agree with the proposed priority and activities, or if not, please explain?




